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REMARKS 

Claims 1, 6 and 7 now stand rejected under 35 U.S.C. 103(a) as being obvious over Wong 
et al. (U.S. Patent No. 5,492,904) in view of Sjoerdsma (U.S. Patent No. 4,189,492). 

Applicant refers the Examiner to the prior response which is hereby incorporated by reference 
and wherein a summary of Wong, United States Patent 5,492,904, is setout and to which the 
Examiner is referred. 

Applicant's invention utilizes stabilized fosinopril sodium in combination with the lubricant 
zinc stearate having the unexpected result of also stabilizing the tablet against degradation. 
The products of degradation are clearly set out in Applicant's disclosure at column 2 of the 
published application. It has therefore been clearly determined by the Applicant and 
established by experimentation that zinc stearate when present as a lubricant in the tablet also 
had the unexpected advantage of minimizing degradation products when compared to the 
other well known lubricants, such as those listed. 

It is clear from Wong that he had no understanding of the advantages of choosing a lubricant 
with the minimum of degradation by products such as zinc stearate, taught and claimed in 
the present application. This is clearly evidenced by the fact that in Wong's examples he did 
not appreciate the advantages and benefits of using zinc stearate as a lubricant since in 
formulating his capsules and tablets he elected to use magnesium stearate assuming that it 
would function as well as any of the other known lubricants. It is clear therefore that Wong 
did not understand the advantages of utilizing zinc stearate as a lubricant in his formulation 
since he did not appreciate the benefits resulting from using same over other well known 
lubricants. 
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Even though Wong may in fact at one remote location in his teaching refer to fosinopril 
sodium and lactose he only did so in context of his invention which is a composition 
including two components, one being the angiotensin II antagonist and the other being the 
calcium channel blocker. Fosinopril was stated only as one alternative in a list of many 
possible antihypertensives to be added to the combination. At no time however did Wong 
state that he appreciated that the lubricant zinc stearate could also be used to reduce the 
degradation products of his composition, which would not include fosinopril in most cases. 
There is no discussion of this issue whatsoever in Wong, but which is included with 
Applicant's amended claims. Clearly, this being the case Wong lacks this understanding and 
teaching now present in Applicant's claims as amended 

Referring now to Sjoerdsma (U.S. Patent No. 4,189,492) hereinafter referred to as '492, there 
is taught a therapeutic antihypertensive composition for reducing blood pressure in 
mammals. Particularly his invention relates to novel therapeutic compositions of lofexidine. 
A review by Applicant of the specification results in a conclusion that fosinopril sodium is 
not discussed whatsoever in the specification of the '492 reference. The Examiner has stated 
that it would be obvious to combine the teachings of Wong with the '492 reference. Zinc 
stearate is not taught in Wong as admitted by the Examiner who has, therefore, relied on the 
teachings of the '492 reference as motivation for any alleged combination. 

Clearly Wong had available to him the teachings of the '492 reference and did not choose to 
identify zinc stearate as a lubricant. Even if one were to combine the teachings of Wong and 
the '492 reference it is clear from the examples of the '492 reference that Sjoerdsma clearly 
had no understanding of the advantages of utilizing one lubricant over the other and 
particularly zinc stearate. This is evidenced by the fact that in examples 1 and 2 the inventor 
chose to use calcium stearate as a lubricant, which is identified in Applicant's teachings 
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clearly as one of the worst possible choices that he could have made namely calcium stearate 
as a lubricant in terms of the generation of degradation products set out on page 4 of 
Applicant's disclosure. 

The traditional test enunciated in Graham vs. John Deere Company 383 U.S. 1, 148 U.S.P.Q. 
459 1966, for Section 103 nonobviousness requires the fact finder to make several 
determinations. The test provides that the scope and content of the prior art be determined, 
the differences between the prior art and the claims at issue be ascertained, and the level of 
ordinary skill in the pertinent art be resolved. Thus, the patentability of the claims at hand 
must stem from the fact that the specific combination of the claimed elements was not 
disclosed in the prior art and the additional allegation that the specific combination of claimed 
elements was nonobvious to one of ordinary skill in the art. 

Clearly, the prior art does not suggest or provide any reason or motivation to make such a 
modification as purported by the Examiner. With reference to In Re: RegaU 526 F. 2d 1399, 
1403 n. 6, 188 USPQ 136, 139 n. 6 (CCPA 1975). 

"There must be some logical reason apparent from positive, 
concrete evidence of record which justifies a combination 
of primary and secondary references". 

In Re: Geiger , 815 F. 2d 686, 688, 2 USPQ 2d 1276, 1278 (Fed. Cir. 1987) (obviousness can 
not be established by combining pieces of prior art absence some "teachings, suggestion, or 
incentive supporting the combination"): In Re: Cho. 813 F. 2d 378, 382, 1 USPQ 2d 1662, 
1664 (Fed. Cir. 1987)("discussing the Board's holding that the artisan would have been 
motivated to combine the references"). 



Therefore, it Applicant's view there is no evidence of motivation in the prior art, either within 
the references themselves, or knowledge generally available to one of ordinary skill in the art, 
to make the purported changes suggested by the Examiner to arrive at the claimed subject 
matter. 

Respectfully, the Examiner is creating a 20/20 hindsight reconstruction using Applicant's 
invention as a blue print to allegedly find elements of Applicant's combination in the prior 
art. This is not permissible as set out below. 

In re Oetiker, 24 USPQ 2d 1443, 1446 (Fed. Cir. 1992) 

The combination of elements from non-analogous sources, in a manner that 
reconstructs the applicant's invention only with the benefit of hindsight, is 
insufficient to present a prima facie case of obviousness. There must be some 
reason, suggestion, or motivation found in the prior art whereby a person of 
ordinary skill in the field of the invention would make the combination, 
(emphasis added)That knowledge can not come from the applicant's invention itself. 

ATD Corporation v. Lydall, Inc., 48 USPQ 2d 1321, 1329 (Fed. Cir. 1998) 

Determination of obviousness can not be based on the hindsight combination of 
components selectively culled from the prior art to fit the parameters of the patented 
invention. There must be a teaching or suggestion within the prior art, or 
within the general knowledge of a person of ordinary skill in the field of the 
invention, to look to particular sources of information, to select particular 
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elements, and to combine them in the way they were combined by the 
inventor.(emphasis added) 

In Re: Fritch, 23 U.S.P.Q. 2d 1780 (Fed. Cir. 1992) 

"Wilson and Hendrix fail to suggest any motivation for, or desirability 
of, the changes espoused by the Examiner and endorsed by the Board. 
Here, the Examiner relied upon hindsight to arrive at the determination 
of obviousness. It is impermissible to use the claimed invention as an 
instruction manual or "template" to piece together the teachings of 
the prior art so that the claimed invention is rendered 
obvious(emphasis added). The court has previously stated that "[o]ne 
cannot use hindsight reconstruction to pick and choose among isolated 
disclosures in the prior art to deprecate the claimed invention." 

Therefore clearly neither Wong nor Sjoerdsma understood the problem solved by Applicant's 
amended claim 1, that is the use of zinc stearate as a lubricant present also to limit the amount 
of degradation products for the tablet in comparison to other known lubricants such as 
magnesium stearate, and calcium stearate. 

How then can any combination proposed by the Examiner of Wong and the '492 reference 
result in Applicant's invention as set out in his amended claim set, if neither Wong nor the 
'492 reference appreciated the problem? The motivation in the art is clearly lacking . 

Applicant therefore has assessed the prior art cited by the Examiner and has made 
amendments to overcome his alleged prior art rejections as well as providing arguments with 
regard to the inappropriateness of the Examiner's remarks in misreading of the prior art and 
attempting to create an improper 20/20 hindsight reconstruction. Applicant has also fully 
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refuted the Examiner's combination of the prior art and set out according to the accepted 
principles of Graham v John Deere cited above and identified the differences in the claims as 
amended that distinguish over the prior art cited by the Examiner and the lack of motivation 
in the art nor expectation of success required by the courts in his attempt to create an 
improper hindsight reconstruction. Full reconsideration is respectfully requested. 

If any other fees should be determined to be required by the Examiner he is requested to 
access Applicant's Agent's Deposit Account No. 08-3255 for this purpose and advise 
Applicant's Agent accordingly. 

If the Examiner has any questions, he is requested to contact Neil H. Hughes at (905) 771- 
6414 at his convenience. 



Respectfully submitted. 



Neil H. Hughes, f .Eng. 
Registration No. 33,636 
Agent for the Applicant 
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